IN THE UNITED STATES COURT OF FEDERAL CLAIMS
OFFICE OF SPECIAL MASTERS
No. 01-162V
Filed: February 12, 2009
To Be Published
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COLTEN SNYDER, by and through
KATHRYN SNYDER and JOSEPH SNYDER,
his natural guardians and next friends Omnibus Autism
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Christopher W. Wickersham, Sr., Esq., Lloyd Bowers, Esq., and Thomas B. Powers,
Esq., for petitioners.

Alexis S. Babcock, Esq., Katherine Esposito, Esq., Voris Johnson, Esq., and Vincent
Matanoski, Esq., U.S. Department of Justice, Washington, DC, for respondent.

DECISION'
Vowell, Special Master:

On March 22, 2001, Kathryn and Joseph Snyder [“petitioners”] filed a petition for
compensation under the National Vaccine Injury Compensation Program, 42 U.S.C.

' Vaccine Rule 18(b) provides the parties 14 days to request redaction of any material “(i) which
is trade secret or commercial or financial information which is privileged and confidential, or (ii) which are
medical files and similar files, the disclosure of which would constitute a clearly unwarranted invasion of
privacy.” 42 U.S.C. § 300aa12(d)(4)(B). Petitioners have waived their right to request such redaction.
See Petitioners’ Notice to Waive the 14-Day “Waiting” Period as Defined in Vaccine Rule 18(b), filed
December 2, 2008. Respondent also waived the right to object to the disclosure of information submitted
by respondent. See Respondent’s Consent to Disclosure, filed January 14, 2009. Accordingly, this
decision will be publicly available immediately after it is filed.



§ 300aa-10, et seq.? [the “Vaccine Act” or “Program”], on behalf of their minor son,
Colten Snyder [“Colten”], alleging that the measles, mumps, and rubella [‘MMR”]
vaccination Colten received on April 23, 1998, caused a “post-vaccinal
encephalopathy.” Petition, 9. Subsequently-filed documents have clarified the nature
of the injury claimed. Petitioners now allege that a combination of thimerosal-
containing vaccines [“TCVs”] and the measles component of the MMR vaccine caused
Colten to develop a pervasive developmental disorder [“PDD”], a term which is
sometimes used synonymously with the term autism spectrum disorder [‘ASD”]. See
Petitioners’ Prehearing Memorandum [“Pet. Prehearing Memo”] at 3.

To be eligible for compensation under the Vaccine Act, a petitioner must either
demonstrate a Vaccine Table® injury, to which a statutory presumption of causation
attaches, or prove by a preponderance of the evidence that a vaccine listed on the
Vaccine Table caused or significantly aggravated an injury. Althen v. Sec’y, HHS, 418
F.3d 1274, 1278 (Fed. Cir. 2005); Grant v. Sec’y, HHS, 956 F.2d 1144, 1148 (Fed. Cir.
1992). The petitioners in this case do not contend that Colten suffered a “Table” injury.
Therefore, in order to prevail, they must demonstrate by preponderant evidence: “(1) a
medical theory™ causally connecting the vaccination and the injury; (2) a logical
sequence of cause and effect showing that the vaccination was the reason for the
injury; and (3) a showing of a proximate temporal relationship between vaccination and
injury.” Althen, 418 F.3d at 1278. See also Hines v. Sec’y, HHS, 940 F.2d 1518, 1525
(Fed. Cir. 1991).

After considering the record as a whole, | hold that petitioners have failed to
establish by preponderant evidence that Colten’s condition was caused or significantly
aggravated by a vaccine or any component thereof. The evidence presented was both
voluminous and extraordinarily complex. After careful consideration of all of the
evidence, it was abundantly clear that petitioners’ theories of causation were
speculative and unpersuasive. Respondent’s experts were far more qualified, better
supported by the weight of scientific research and authority, and simply more
persuasive on nearly every point in contention. Because of pervasive quality control
problems at a now-defunct laboratory that tested a key piece of evidence, petitioners

2 Part 2, National Childhood Vaccine Injury Act of 1986, Pub. L. No. 99-660, 100 Stat. 3755.
Hereinafter, for ease of citation, all “§” references to the Vaccine Act will be to the pertinent subparagraph
of 42 U.S.C. § 300aa.

3 A“Table” injury is an injury listed on the Vaccine Injury Table, 42 C.F.R. § 100.3, corresponding

to the vaccine received within the time frame specified.

4 Doctor Wiznitzer, one of the expert witnesses, explained that scientists use the terms
“hypothesis” and “theory” with very specific meanings. A hypothesis is an idea proffered to explain an
event. A theory is what is developed after a hypothesis has been subjected to many attempts to disprove
it, and thus, it is likely correct. Cedillo Tr. at 1632, 1731A-35. This is an important distinction, but because
much case law and many of the withesses in this case have used the two terms as if they were
interchangeable, | do likewise.



could not reliably demonstrate the presence of a persistent measles virus in Colten’s
central nervous system. Petitioners failed to establish that measles virus can cause
autism or that it did so in Colten. They failed to demonstrate that amount of
ethylmercury in TCVs causes immune system suppression or dysregulation. They
failed to show that Colten’s immune system was dysregulated. Although Colten’s
condition markedly improved between his diagnosis and the hearing, the experimental
treatments he received cannot be logically or scientifically linked to the theories of
causation. Given the advice that petitioners received from a treating physician, Colten’s
parents brought this action in good faith and upon a reasonable basis. However, they
have failed to demonstrate vaccine causation of Colten’s condition by a preponderance
of the evidence. Therefore, | deny their petition for compensation.

Colten’s case was heard as part of the largest omnibus proceeding in the history
of the Vaccine Act. It was one of three test cases on the first of two theories® of
causation [“Theory 1”] advanced by petitioners in the Omnibus Autism Proceeding
[‘OAP”]. Theory 1 is that a combination of the MMR vaccine and TCVs, acting in
concert, cause some ASDs. The other two cases involving Theory 1 are Cedillo v.
Sec’y, HHS, 98-916V, and Hazlehurst v. Sec’y, HHS, 03-654V.

A brief history of omnibus proceedings under the Vaccine Act in general, and of
the autism cases in particular, is necessary to explain what constitutes the “record as a
whole™ upon which this case was decided. That history is set forth in Section I, below.
To assist in understanding the terminology and abbreviations used in the medical
and scientific journals and by the experts, Appendix A to this opinion contains a
glossary. A table of contents for the opinion is located in Appendix B.
Section I. Omnibus Proceedings in Vaccine Act Cases.

A. Historical Use of Omnibus Proceedings under the Vaccine Act.

The Vaccine Act contains no provision for class action suits or omnibus
proceedings.” However, the Act does permit the consideration of evidence without

° Atone time the Petitioners’ Steering Committee [*‘PSC”] advanced three theories of causation,

but subsequently reduced that to two, after determining that the evidence in support of the third theory,
that the measles component of the MMR vaccine causes some ASDs, was encompassed in the evidence
adduced in the Theory 1 cases. Decisions on the second theory, that TCVs alone cause some ASDs, are
pending before this court.

® see § 300aa—-13(a): “Compensation shall be awarded...if the special master or court finds on the
record as a whole...” See also § 300aa—-13(b)(1) (indicating that the court or special master shall consider
the entire record in determining if petitioner is entitled to compensation).

" Omnibus proceedings bear some resemblance to multi-district litigation in federal district courts.
See 28 U.S.C § 1407.



regard to formal rules of evidence. § 12(d)(2)(B). Certain provisions of the Vaccine Act
and its legislative history strongly indicate that Congress contemplated that the special
masters would develop expertise in the complex medical and scientific issues involved
in actual causation claims and would then apply this expertise to the resolution of other
cases.® Vaccine Rule 8(a) provides: “The special master, based on the specific
circumstances of each case, shall determine the format for taking evidence and hearing
argument.” See Lampe v. Sec’y, HHS, 219 F.3d 1357, 1362 (Fed. Cir. 2000), quoting
Hodges v. Sec’y, HHS, 9 F.3d 958, 961 (Fed. Cir. 1993). The Court of Federal Claims
has noted that “instead of being passive recipients of information, such as jurors,
special masters are given an active role in determining the facts relevant to Vaccine Act
petitions,” and that “the special masters have the expertise and experience to know the
type of information that is most probative of a claim.” Doe v. Sec’y, HHS, 76 Fed. CI.
328, 338-39 (2007). The Federal Circuit has commented on the “virtually unlimited”
scope of the special master’s authority to inquire into matters relevant to causation
(Whitecotton v. Sec’y, HHS, 81 F.3d 1099, 1108 (Fed. Cir. 1996)), and the deference
properly accorded to their fact-finding (Munn v. Sec’y, HHS, 970 F.2d 863, 871 (Fed.
Cir. 1992). See also J. Weinstein, Improving Expert Testimony, 20 U. RicH. L. REv.
473, 494-95 (1985-1986) (encouraging judges presiding over non-jury trials “to become
familiar with the scientific background by reading about the issues and discussing them
with the experts” and noting that “[t]he court owes an obligation to the parties, to
society, and to itself to assist in obtaining the best possible answers to the scientific
questions before it.”).

Recognizing that cases involving the same vaccine and injury often involve the
same body of medical expertise, the Office of Special Masters [“OSM”] developed the
concept of omnibus proceedings to answer the common question of whether a
particular vaccine can cause the injury in question—the general causation question. The
issue of whether it did so in a specific case can then be resolved more expeditiously,

8 See, e.g., H.R. Conf. Rep. 101-386, 1989 WL 168141 (Novembr 21, 1989) (Conference Report
on the 1989 amendments stated that “The system is intended to allow the proceedings to be conducted in
what has come to be known as an ‘inquisitorial’ format, with the master conducting discovery (as needed),
cross-examination (as needed) and investigation.” ). With special masters experienced in Vaccine Act
litigation, medical acronyms, for example, need not be explained anew to a special master who has heard
such acronyms in numerous cases. Basic scientific evidence is often cursorily addressed by the experts,
with the expectation that the special master will ask questions concerning any matters not completely
clear. However, special masters are not doctors; thus they do not “diagnose” petitioners. Although due
process concerns preclude the wholesale importation of evidence adduced in one proceeding to another
proceeding without the consent of the parties, in omnibus proceedings, the parties consent to import
evidence from the “test case” into other individual cases. Absent such consent, special masters advise
the parties when they intend to consider evidence derived from their own efforts, usually in the form of
medical journal articles, and permit the parties to comment on such evidence. Institute of Medicine
[“IOM”"] Reports, learned treatises, medical textbooks, medical dictionaries, or handbooks explicating
medical abbreviations or tests are often consulted and referenced in the body of an opinion without formal
notice to the parties. See, e.g., Stroud v. Sec’y, HHS, 113 F.3d 1258 (Fed. Cir. 1997) (special masters
may rely upon an IOM report that neither party filed as evidence).
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based on a ruling in an omnibus test case.’

At least two types of omnibus proceedings have been developed. The first
involves applying evidence developed in the context of one or more individual cases to
other cases involving the same vaccine and the same or similar injury. See, e.g.,
Capizzano v. Sec’y, HHS, 440 F.3d 1317 (Fed. Cir. 2006). The second involves
hearing evidence on a general theory of causation, making findings based on that
evidence, and ordering the parties to file matters establishing the extent to which the
facts of individual cases fit within the framework developed. See, e.g., Ahern v. Sec’y,
HHS, No. 90-1435V, 1993 U.S. Claims LEXIS 51 (Fed. CI. Spec. Mstr. Jan. 11, 1993).

In the rubella arthropathy proceeding detailed in Ahern, Special Master Hastings
used the second type of omnibus proceeding. He considered evidence developed on
the general issue of whether the rubella vaccine could cause chronic arthritis or other
joint problems. The general causation evidence was developed in a proceeding in
which two counsel representing a large number of petitioners and counsel for
respondent filed expert reports and medical journal articles. Special Master Hastings
then conducted a hearing in which the medical experts testified. He published an order
setting forth the conclusions he had reached from the evidence presented and filed it in
each of the rubella arthropathy cases. Concluding that there was sufficient evidence
that the rubella vaccination could cause chronic arthropathy under specified conditions,
he indicated that individual petitioners would be entitled to compensation if they met all
of those conditions. He then ordered additional filings by each petitioner to establish
whether they met those criteria. Ahern, 1993 U.S. Claims LEXIS 51, *46-55. See also
Snyder v. Sec’y, HHS, 2002 U.S. Claims LEXIS 371, *62-66 (Fed. Cl. Spec. Mstr. Dec.
15, 2002).

Most omnibus proceedings, however, have involved hearing evidence and
issuing an opinion in the context of a specific case or cases. Then, by the agreement of
the parties, the evidence adduced in the omnibus proceeding is applied to other cases,
along with any additional evidence adduced in those particular cases. The parties are
thus not bound by the results in the test case, only agreeing that the expert opinions
and evidence forming the basis for those opinions could be considered in additional
cases presenting the same theory of causation.

° For example, the common issue of whether Vaccine A can cause Disease X might be heard in
the context of an individual case. If the special master determines that Disease X could, indeed, be
caused by Vaccine A, the special master would also attempt to determine under what circumstances
causation could be established, what specific symptoms would be required, and when those symptoms
must manifest in order to attribute the disease or injury to the vaccine. The findings, issued in the context
of deciding an individual case, would then provide guidance to the parties in other cases involving that
vaccine and injury. Such findings might result in settlement or withdrawal of many pending cases without
the necessity of additional hearings. Omnibus proceedings have resolved claims that the polio vaccine
caused polio, that the rubella vaccine caused some arthritic conditions, and that the hepatitis B vaccine
caused various demyelinating conditions.



Both methods have proven efficient in resolving similar cases by settlement or
dismissal, based on the special master’s analysis of the scientific evidence. However,
the second method has the disadvantage that the special master’s findings amount to
an advisory opinion. Using the second type of omnibus proceeding might well delay
final resolution of affected cases, as either party might contest application of the
evidence developed, but have no case ripe for appeal until the general causation
evidence is applied to a particular case.

B. The Omnibus Autism Proceeding.
1. Creation of the OAP.

On July 3, 2002, Chief Special Master Golkiewicz issued Autism General Order
#1 ["Autism Gen. Order # 1"] to address issues arising from the unprecedented filing of
more than 300 petitions for compensation in a six-month period, all alleging that
vaccines caused a neurodevelopmental disorder known as autism or an ASD." Autism
Gen. Order # 1 established the OAP to process efficiently and expeditiously the current
ASD petitions as well as the large number of anticipated petitions presenting the same
claims."

Autism Gen. Order #1 and the OAP grew out of meetings with an informal
advisory committee comprised of members of the petitioners’ bar, and legal and
medical representatives of the respondent in Vaccine Act cases, the Secretary of
Health and Human Services. Autism Gen. Order #1 noted that the large number of
petitions already filed, and the even larger number of anticipated petitions,* would
stretch both the court’s resources and those of the bar. Petitioners acknowledged that
their cases were not yet ready for adjudication, as they were seeking discovery and
additional time for the completion of scientific studies to bolster their claims.
Conducting such discovery in the context of an omnibus proceeding, rather than in
individual cases, was clearly a more efficient use of resources of both the bar and the
court.

1 Autism and ASD are discussed in some depth in Section IV.

1 The publicly accessible website contains the OAP master file, which includes orders, decisions,
and periodic updates issued by the special masters assigned to the autism docket. Most of petitioners’
and respondent’s filings are posted on this website. Beginning in June 2007, audio files and transcripts of
the hearings were also posted on this website. The text of Autism Gen. Order #1 may be found at 2002
U.S. Claims LEXIS 365 at *1 (Fed. Cl. Spec. Mstr. July 3, 2002); see also
http://www.uscfc.uscourts.gov/node/2718 (last visited November 17, 2008).

'2 Over 5100 such petitions have been filed, approximately 4700 of which remain pending before
the court. See Autism Updates, January 19 and March 14, 2007, available at
http://www.uscfc.uscourts.gov/node/2718 (last visited on January 31, 2009). Since the OAP was
established, over 375 petitions have been resolved by decisions, voluntary dismissals, or involuntary
dismissals of petitions filed outside the statute of limitations.
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Autism Gen. Order # 1 established the PSC to represent the interests of
petitioners. Membership on the PSC was determined by the petitioners’ bar, with two
attorneys selected by the committee to serve as “lead counsel.” The PSC has
represented the general interests of autism petitioners continuously since the inception
of the OAP. However, counsel of record retained responsibility for all other aspects of
their own individual cases, including keeping clients informed about the process, and
obtaining medical records and other pertinent documents.™

Those petitioners with ASD petitions pending in the Program at the time Autism
Gen. Order # 1 was issued were permitted to “opt in” to the OAP, while retaining the
right to “opt out” at any time and return their cases to active status for resolution on an
individual basis.” Relatively few petitioners have availed themselves of this opportunity
to opt out of the OAP.

New petitions filed after the issuance of Gen. Order #1 were authorized to use a
“Short Form” petition format set forth in the order.” See Order dated July 8, 2002. By
filing such a petition, the filer averred that: (1) the vaccinee suffered from an ASD, or
autism-like disorder, that had persisted for longer than six months; (2) the petition was
filed within three years of onset of that disorder; and (3) a vaccine listed on the Vaccine
Injury Table'® was the cause of the condition. Chief Special Master Golkiewicz
acknowledged respondent’s concerns that the short form petitions would not permit
evaluation of cases for the statutorily-required documentation,’” but indicated that the
OAP procedures represented the most efficient method for handling the overwhelming

3 A few law firms represent substantial numbers of OAP petitioners, with three firms each
representing more than 400 petitioners. Other attorneys represent only a few petitioners or even a single
petitioner.

4 Colten’s case is somewhat unusual, in that it did not become a part of the OAP until February
13, 2004. At the time his case was transferred to the OAP, medical records, test results, and a number of
expert reports were already filed. As a result, some subsequent filings duplicated prior filings and some
lacked exhibit numbers. Prior to the hearing in this case, | ordered each party to correct exhibit numbers
and to file an updated index of their exhibits each time a new exhibit was filed. See Orders, dated August
30 and September 26, 2007 (adopting the new exhibit numbers). Those indices reflect the exhibit
numbers referred to throughout this opinion.

'® In the Vaccine Rule 4 reports filed in response to short form petitions, respondent continued to
object to the short form procedure.

®42 C.F.R. § 100.3.

7 Section 300aa—11(c) of the Vaccine Act requires the petition to be accompanied by certain
documentary evidence, including records pertaining to the vaccination and subsequent treatment. See
also Vaccine Rule 2(e), RCFC, Appendix B.



number of cases.
2. The OAP Discovery Process.

All cases in the OAP were assigned to Special Master George Hastings, who
managed the discovery process and other matters arising as the cases moved toward
the goal of a hearing on the general causation issue. Based on a draft proposed by
petitioners’ representatives, Autism Gen. Order # 1 established a master schedule for
resolving the ASD cases. The schedule included a discovery period, followed by a
hearing on the general issue of causation, within two years of the OAP’s inception.

For a variety of reasons, delays ensued. Although the master schedule
anticipated completion of discovery and designation of petitioners’ experts by August
2003, followed by petitioners’ experts’ reports in November, 2003, those deadlines were
subsumed by disputes arising in the discovery process. As Special Master Hastings
noted in January, 2004:

It is, of course, unfortunate that these discovery disputes are delaying the
progress of the Omnibus Autism Proceeding toward an eventual hearing
concerning the petitioners’ causation claims. However, it is the strategic
decision of the Committee [the PSC] to pursue further discovery before
presenting the petitioners’ causation case. While | am eager to proceed
to the presentation of the petitioners’ causation case, | will leave this
strategic decision to the Committee. If the Committee believes that it will
be of advantage to the autism petitioners that the Committee pursue
additional discovery before presenting that case, | will defer to the
Committee. My role, instead, will be to assist in facilitating the discovery
process in any way that | can, and to be ready to promptly hear and rule
upon the petitioners’ causation case as soon as the petitioners are ready
to present it.

Autism Update and Order, January 12, 2004.

Most of the discovery issues were amicably resolved, but some remained
contentious. Special Master Hastings issued rulings on several issues that could not be

® The PSC, counsel for respondent, and the OSM have developed and implemented a plan to
supplement the short form petitions and to resolve expeditiously those cases with jurisdictional or other
defects. Approximately 200 cases per month are added to the process, which entails the filing of sufficient
medical records to make a determination whether the case was timely filed and whether the vaccinee has
an ASD or similar condition. Further filings then ensue in those cases filed within the statute of limitations
and properly assigned to the OAP. Once all the statutorily-mandated documents are filed, the remaining
Theory 1 cases will be resolved, at least in part, by the causation evidence filed in the Cedillo, Hazlehurst,
and Snyder Theory 1 test cases and the decisions of the special masters in these three cases. Of course,
in accordance with Autism Gen. Order # 1, petitioners may withdraw from the OAP at any time.
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resolved by the parties. See, e.g., Autism Update and Order, dated September 24,
2003.

3. Preparations for Hearing the Theory 1 Test Cases.

Autism General Order #1 was written in contemplation of a “general causation
hearing” in March, 2004. At the request of the petitioners, this hearing date was
postponed. In a lengthy Autism Update and Order issued on August 11, 2005, Special
Master Hastings summarized reasons for the delay in the original timetable and
addressed a government argument that he lacked the authority to delay the
proceedings longer than 420 days. Although he declined to force petitioners to try their
cases before they were ready to do so, he set a January 31, 2006 deadline for
identification of expert witnesses. After requesting and receiving an enlargement of this
deadline, petitioners filed a list of 16 experts on February 14, 2006 and filed a
curriculum vitae [“CV”] for each of those experts on March 22, 2006. On April 21, 2006,
Special Master Hastings deferred the filing of expert reports until December 31, 2006.

On July 18, 2006, the PSC filed a proposal for conduct of the general causation
proceedings. The PSC proposed a new hearing date in June, 2007, with the hearing
conducted over a two-to-three week period in which petitioners would present evidence
regarding all theories of causation. The PSC opposed consideration of any specific
case.” In September, 2006, Special Master Hastings adopted the PSC proposal for a
three-week general causation hearing. He ordered petitioners to file expert reports by
February 16, 2007,%° with respondent’s expert reports to be filed 60 days later.?" At this
point, it was still unclear whether the general causation issues would be considered
alone, or in the context of a test case.

The plan to consider all theories of causation at a single hearing was later
modified. As early as May, 2006, it appeared that the petitioners might request to
bifurcate the general causation issue into two separate proceedings, one addressing
whether TCVs could cause autism and the other addressing whether the MMR vaccine
could cause autism. See Autism Update, May 16, 2006. On January 9, 2007, the PSC
proposed hearing a single actual case to test the theory that a combination of the MMR
vaccine and TCVs caused ASDs. Subsequent hearings to address two other theories,

" One might fairly read Autism Gen. Order #1 as written in contemplation of the second method
of conducting an omnibus proceeding, one similar to that used in the rubella arthropathy cases.

2 They were actually filed on February 20, 2007, after yet another request for delay.

' The many delays requested by petitioners to file their expert reports resulted in a highly
compressed schedule in the final four months before the Cedillo hearing began. Until the petitioners’
expert reports were filed on February 16, 2007, respondent did not know precisely what their theory (or
theories) of MMR-TCV causation entailed. Thus, respondent’s experts had a very tight time schedule in
which to review petitioners’ expert reports and the scientific and technical literature upon which they were
based, and to prepare their own reports and supporting materials.
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one in which TCVs alone were causal (Theory 2), and the other in which the MMR
vaccine was causal (Theory 3) were planned. The PSC later determined that hearing
test cases involving Theory 3 would not be necessary because the evidence pertaining
to this theory had been presented during the Theory 1 cases. See PSC Notice Re:
Theory 3, dated August 7, 2008 and Autism Update, dated September 29, 2008.

The January 9, 2007, PSC filing also addressed an informal proposal by the
court that involved detailing two additional special masters to hear the general
causation question. The PSC opposed the proposal. Nevertheless, on January 11,
2007, Chief Special Master Golkiewicz assigned two additional special masters to the
OAP docket. Special Master Campbell-Smith and | were the two additional special
masters assigned. See Notice Regarding Assignment of Autism Cases to Additional
Special Masters, dated January 11, 2007 (setting forth in some detail the reasons for
detailing two additional special masters), filed into the OAP Master File.

Recognizing that special masters have authority to issue causation decisions
only in the context of an individual claim for compensation under the Program and that
appellate review could ensue only when an individual claim for compensation was
decided, the three special masters ordered the PSC to identify three test cases, rather
than just one, on each of the theories of causation. After some initial delays, the three
test cases on the first theory of causation were identified.?? Special Master George
Hastings was already assigned to the first case identified, Cedillo. Special Master
Patricia Campbell-Smith was reassigned to the second case, Hazlehurst, identified on
May 31, 2007. This case, Snyder, was not designated as the last of the three cases on
Theory 1 until Friday, June 8, 2007, just three days before the June 11, 2007, general
causation hearing began in Cedillo. 1t was reassigned to me on June 11, 2007.

The delays in designation of the second and third test cases (Hazlehurst and
Snyder) meant that evidence pertaining to their specific facts could not be presented at
the scheduled hearing beginning on June 11, 2007. Practical considerations, including
difficulties in rescheduling the nearly twenty identified expert witnesses and in obtaining
a courtroom large enough to accommodate the expected public interest®® in the

22 The three special masters issued joint orders permitting the designation of the test cases in the
second two theories of causation to be delayed until after the hearings in the first three cases. See Autism
Update, dated July 12, 2007, at 5-6. Hearings on the Theory 2 test cases took place in May and July,
2008.

2 The Vaccine Act prohibits disclosure of information submitted to a special master to anyone
who is not a party to the proceeding without the express written consent of the person who submitted that
information. § 300aa—-12(d)(4)(A). Thus, Vaccine Act hearings are not routinely opened to the public.
Given the intense public interest in the autism cases and the probable applicability of the testimony in the
Theory 1 OAP cases to thousands of other claims pending in the Program, petitioners waived the
protection of the statute and asked that the hearing be opened to the public. After expressing initial
concerns and opposition, respondent agreed to have the testimony (but not the entirety of the expert
reports) publicly disclosed and withdrew objections to opening the Cedillo hearing to the public.
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hearing, effectively precluded granting an additional delay so that all three cases could
be heard together.

The evidentiary procedures adopted in the OAP, and specifically for the Theory 1
test cases, were the subject of considerable discussion during periodic status
conferences. Counsel for the PSC and the individual petitioners agreed that all of the
evidence developed in these three test cases could be applied to all three cases.*
Respondent interposed some objections not relevant to this particular case. See
Snyder Transcript [“Tr.”] at 1030-31, 1033-34.

C. Evidence Constituting the Record as a Whole.

The evidence before me thus includes all of the evidence, less the medical
records of the other children, introduced before, during, and after the hearings in Cedillo
and Hazlehurst, as well as all of the evidence filed in this case. By Order, dated
February 9, 2009, | filed compact disks containing the evidence in Cedillo and
Hazlehurst into the record of this case as Snyder Court Exhibits [“Ct. Ex.”] | and I,
respectively. In my prehearing order, | indicated my intent to consider, absent any
objections, “all evidence, to include expert reports, medical articles, and trial exhibits
previously filed in the Cedillo and Hazlehurst cases, as well as in the OAP master file.”
Pretrial Order, 4] 2f, dated September 19, 2007. No objections were filed by either
party.?®

Many exhibits, particularly the medical and scientific journal articles, filed in this
case were also filed in Cedillo or Hazlehurst. Such exhibits were often discussed in the
transcript or expert reports by the exhibit number used in that case. To avoid
confusion, | will ordinarily identify the exhibit by the designation used in the transcript or
report, clearly identifying the case name involved. For example, “Cedillo Pet. Ex. 61,
Tab D” or “Hazlehurst Res. Ex. B.”

Additionally, the parties agreed to posting audio transcripts of the hearing testimony on the OSM website,
to similar posting of the daily transcripts, and to “listen only” telephonic access to the hearing itself. Similar
procedures were adopted in the Hazlehurst and Snyder hearings, with the exception of telephonic access.
Hundreds of individuals dialed in to the Cedillo hearing; determining how many have accessed (or will
access) the audio files or typed transcripts of the hearing is not possible.

% No specific agreement governs to what extent evidence adduced in the test cases can be used
in resolving the approximately 4800 other cases, but, generally speaking, evidence developed in an
omnibus hearing can, at the request of a party, be applied to subsequent cases.

% During the Snyder hearing, respondent’s counsel initially lodged an objection to my
consideration of Dr. Kennedy’s testimony in the Snyder case on the issue of general causation, but
immediately acknowledged he was in error. He then affirmed that | could consider all of the testimony in
Cedillo and Hazlehurst. Snyder Tr. at 299A-300A.
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Many medical or scientific journal articles were filed as attachments® or tabs to
expert reports; often, more than one expert attached the same article, resulting in
multiple exhibit numbers or letters for the same document.?” In this decision, the article
is primarily identified by one of the several exhibit designations. When two experts
discussed the same article in testimony or expert reports, and it is necessary to refer to
their individual interpretations of the article, only one exhibit designation is used. For
example, a medical journal article might be identified as “Cedillo Res. Ex. D, Tab 36,”
even if it was also filed as a petitioner’s exhibit in this case.?®

At each hearing, some expert witnesses used slide presentations to aid the court
in following key points of their testimony. Other documents were used in cross-
examination or in rebuttal testimony. These exhibits were designated as trial exhibits,
using the case name, the party offering the exhibit, the term “trial exhibit” and
consecutive exhibit numbers. For example, a trial exhibit from the Cedillo case might
be designated as Cedillo Petitioners’ Trial Exhibit 3 [‘Cedillo Pet. Tr. Ex. 3"]. A
respondent’s exhibit from the Snyder case might be designated Snyder Respondent’s
Trial Exhibit 6 [“Snyder Res. Tr. Ex. 6"].

In discussing the evidence in this case, references to testimony are identified
with the name of the case in which the testimony was given, the abbreviation “Tr.” and
the page numbers of the transcript on which the testimony appears.?

% Respondent’s expert reports identified most of the journal articles as “attachments,” rather than
“tabs,” but the experts were not entirely consistent in this practice. For simplicity, throughout this opinion,
any “tab” or “attachment” to an expert report is referred to as “Tab,” followed by the letter (petitioners) or
number (respondent) assigned to it.

2 The special masters assigned to the autism cases recognized the potential for confusion
caused by multiple exhibit numbers for the same document. In the Theory 2 test cases, we ordered each
party to produce a “Master List” of scientific and medical journal articles and similar documents. Even
under this system, a document filed by both parties has two different exhibit designations.

2 The fact that a particular medical journal article was filed by a particular party or by both parties
does not constitute a party’s endorsement of the article’s premise or conclusions. Our practice is to
require that a copy of any articles discussed (favorably or unfavorably) in an expert’s report be filed with
the report. A special master is not required to accept an expert report at face value (see § 300aa-13(b)(1)
(indicating that “any such diagnosis, conclusion, judgment, test result, report, or summary shall not be
binding on the special master or court.”)) and may thus explore the basis for the expert’'s conclusions by
reading and evaluating materials cited in the report. See also Perreira v. Sec’y, HHS, 33 F.3d 1375, 1377
n.6 (Fed. Cir. 1994) and Burns v. Sec’y, HHS, 3 F.3d 415, 417 (Fed. Cir. 1993).

2 Accuracy problems with the original transcripts filed in each of the three cases resulted in
numerous changes. Revisions were proposed by the parties and the agreed-upon changes were ordered
by the special master assigned to that case. In an effort to avoid completely renumbering a transcript
already referenced in post hearing briefs, pages with changes were designated by a letter “A” appearing
after the page number. If transcript corrections resulted in an additional page, the original page number

appears, followed by the letter “B.”
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The evidentiary record® in this case thus encompasses, inter alia, nearly four
weeks of testimony, including that offered in the Cedillo and Hazlehurst cases; over 900
medical and scientific journal articles; 50 expert reports (including several reports of
witnesses who did not testify);*' supplemental expert reports filed by both parties post-
hearing, the testimony of fact withesses on behalf of Colten, and Colten’s medical
records.

In addition to presiding over and hearing all of the testimony in Colten’s own
case, | was present for all of the testimony in the Cedillo case and all of the expert
testimony in the Hazlehurst case. Thus, my opinions on the credibility of the withesses
are based, in part, on my personal observations of withess demeanor.

D. Expert Witnesses and Their Qualifications.

The expert witnesses included, inter alia, neurologists, virologists, toxicologists,
immunologists, and gastroenterologists. Speaking generally, the qualifications of the
experts proffered by respondent, the relationship of those qualifications to the subject
matter of their testimony, and the quality of their testimony far exceeded those of
petitioners’ experts. For purposes of comparison of qualifications, | have grouped the
experts by their primary field of expertise; however, some experts offered opinions in
more than one scientific discipline. For example, Dr. Kennedy offered opinions in
virology, immunology, and polymerase chain reaction [‘PCR”] testing®; Dr. Rima
offered opinions in virology and PCR testing.

Respondent’s experts were practicing physicians and research scientists who
have taught and written extensively on the subject matter about which they testified.
Only two of petitioners’ expert physicians were engaged in clinical medicine. Although
most of petitioners’ experts had adequate, and occasionally excellent, qualifications as
physicians and scientists, they were either not engaged in research, or engaged in
research that was, at best, tangential to the subject matter of their testimony. Two of
petitioners’ witnesses appeared to derive substantial income from expert witness fees.

My evaluation of the quality of the testimony and the qualifications of the
witnesses offering that testimony is based, in part, on the factors the Supreme Court set

% The Vaccine Act requires the special master to consider the record as a whole. See
§ 300aa-13(a): “Compensation shall be awarded...if the special master or court finds on the record as a
whole...” See also § 300aa-13(b)(1) (indicating that the court or special master shall consider the entire
record in determining if petitioner is entitled to compensation).

3 six expert reports prepared by Dr. Jeffrey Bradstreet were filed as exhibits in this case (Snyder
Pet. Exs. 1,17, 18, 21, 26, and 28) prior to the case’s transfer to the OAP. Although Dr. Bradstreet
testified at the hearing, his testimony was designated as that of a fact witness, as one of Colten’s treating
physicians. Pet. Prehearing Memo at 4.

%2 See Section VI.G.3 for an explanation of PCR testing.
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forth in Daubert v. Merrell Dow Pharmaceuticals, Inc., 509 U.S. 578 (1993) and Kumho
Tire Company, Ltd., v. Carmichael, 526 U.S. 137 (1999).%® It is also based on my
personal observations of each witness who testified. | emphasize that my decision is
not based solely on the experts’ relative qualifications; although that is an important
factor, it is not, standing alone, determinative. A qualified expert with lesser
qualifications may offer an opinion that, for a variety of reasons, is more persuasive
than that of a more qualified expert testifying on behalf of an opposing party.

In evaluating matters contained in expert reports filed by withesses who did not
testify, | have considered the experts’ qualifications, as reflected in all of their filed
curricula vitae [“CV”], the extent to which the experts’ opinions were supported by other
evidence or testimony, the bases for their opinions, and the nature of their opinions
offered in determining how much weight to accord the proffered opinions. | have also
considered that the witness was not available for cross-examination or to answer
questions posed by me or another of the special masters, recognizing that there is no
right of cross-examination in Vaccine Act cases. 42 U.S.C. § 300aa-12(d)(2)(D).

1. Virologists, Vaccines, and Infectious Disease Experts.

Four of the expert witnesses testified primarily about measles virology, vaccines,
and diseases. Doctor (Ph.D.) Ronald Kennedy testified for petitioners, and Dr. Diane
Griffin, Dr. (Ph.D.) Burt Rima, and Dr. Brian Ward for respondent. It is particularly
significant that no measles virologist testified on behalf of petitioners, in view of the fact
that petitioners’ theory focused on the detection of measles virus and on the purported
action of the measles virus on the central nervous and gastrointestinal symptoms.

a. Doctor (Ph.D.) Ronald Kennedy.

Petitioners’ primary expert on measles virology was Dr. Ronald Kennedy.*
Undoubtedly, Dr. Kennedy is a learned and highly qualified virologist, with a specific

3 In his opening statement in Snyder, petitioners’ counsel appeared to agree that Daubert’s non-
exhaustive list of factors to consider in determining the admissibility of an expert’s opinion were
appropriate factors to consider in weighing and evaluating evidence in this case. Snyder Tr. at 20-21, 27-
28, and 33-34.

% Doctor Kennedy’s expert reports were filed as Cedillo Pet. Exs. 110 and 112 and Snyder Pet.
Ex. 30. His CV was filed as Cedillo Pet. Ex. 111. The slides he used to illustrate his trial testimony were
filed as Cedillo Pet. Tr. Ex. 8 and Snyder Pet. Tr. Ex. 4. Doctor Kennedy has a doctorate in microbiology
with a specialty in immunology from the University of Hawaii. He performed postdoctoral work at the
Baylor College of Medicine in the Department of Virology and Epidemiology, with a focus on vaccine
development. He currently serves as professor and chair of the Department of Microbiology and
Immunology at the Texas Tech University Health Sciences Center. He sits on review panels for the
National Institutes of Health, the Department of Defense, and the National Science Foundation. Cedillo
Tr. 684-86. He has published over 240 peer reviewed articles, including articles on the topics of viral
persistence, vaccines, and HIV. Cedillo Tr. at 686-89.
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expertise in vaccines and HIV. However, his qualifications to opine on measles virus
and measles vaccine paled in comparison with those of Drs. Griffin, Ward, and Rima.

Most of Dr. Kennedy’s experimental work has involved primates, not human
beings. Cedillo Tr. at 684-85. His work on vaccines early in his career primarily
involved the hepatitis B vaccine and virus. His later work concerned the development
of HIV-related vaccines. His current research involves vaccines for types of cancer that
are caused by persistent viruses. Cedillo Tr. at 687-88. Doctor Kennedy’s one peer
reviewed publication® on the measles vaccine was a literature survey, coauthored with
another of petitioners’ expert witnesses, Dr. Vera Byers, when both of them were
claimants’ experts in the United Kingdom [“U.K.”] MMR litigation.*® He has no current
research focus on the measles virus in humans. Cedillo Tr. at 756. See Daubert v.
Merrell Dow Pharmaceuticals, Inc., 43 F.3d 1311, 1317 (9" Cir. 1993) (noting that one
factor bearing on admissibility of scientific testimony is whether opinions were
developed expressly for purposes of testifying or grew naturally out of research
independent of litigation).

| found Dr. Kennedy to be a knowledgeable and engaging witness, albeit one
who tended to offer opinions outside his areas of expertise. However, in view of
respondent’s experts’ greater expertise in measles virology, | tended to credit their
testimony when the specific issue concerned the measles virus. Although Dr. Kennedy
was qualified to testify about PCR testing and technology, | found the testimony of Drs.
Bustin and Rima generally more credible, based both on their expertise and demeanor.
When the matter in controversy concerned the operations of Unigenetics laboratory,
both Drs. Bustin and Rima had considerably more first-hand knowledge than did Dr.
Kennedy.

b. Doctor Diane Griffin.

Doctor Griffin was clearly the most highly qualified witness on measles virology.*’
She began studying the measles virus in 1973 or 1974, building on a study of viral

% See Cedillo Res. Tr. Ex. 3.

% See Part E, below. Claims similar to those of petitioners in the OAP involving MMR vaccine
and ASD were also the subject of litigation in the U.K.

3" Doctor Griffin’s expert report was filed as Cedillo Res. Ex. V. Her CV was filed as Cedillo Res.
Ex. W. The slides she used to illustrate her trial testimony were Cedillo Res. Tr. Ex. 23. Doctor Griffin
received her M.D. from Stanford University. She also received a Ph.D. in immunology from Stanford.
Cedillo Tr. at 2739A. She did a post-doctoral fellowship at Johns Hopkins and then joined the faculty there
with a joint appointment in the Department of Medicine and the Department of Neurology. In 1994, she
became the Chair of the Department of Molecular Microbiology and Immunology in the School of Public
Health at Johns Hopkins. She has served as an officer and member of a number of professional societies
related to medicine and infectious diseases. Cedillo Tr. at 2740-42A. She has edited professional journals
and serves on the editorial boards of several others. Cedillo Tr. at 2742A-43A.
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encephalitis in general, and post-measles encephalitis in particular, and progressed
from the study of that disease into the study of measles vaccine. Cedillo Tr. at 2744-
46. She has authored or coauthored around 100 peer reviewed articles and book
chapters on the measles virus or measles vaccine. She authored the chapter on the
measles virus that appears in FIELDS VIROLOGY, the premier publication used by
virologists.* Cedillo Tr. at 2746-47. She is currently working on a publication on
current topics in measles microbiology and immunology, along with Dr. Michael
Oldstone, another widely recognized expert in virology and in the study of measles.
Cedillo Tr. at 2747-48.

Doctor Griffin’s testimony was a model for expert witnesses, in spite of, or
perhaps because of, her inexperience in testifying. She provided careful, reasoned,
and responsive answers, and appropriately qualified her opinions. Her testimony was
highly compelling and completely convincing.

c. Doctor Brian Ward.

Doctor Ward began his study of measles during his training in infectious
diseases at Johns Hopkins, where he spent two years at Dr. Griffin’s laboratory and in
field research in Peru, studying the measles virus.* Cedillo Tr. at 1796A-97. In the
course of his career, Dr. Ward has seen hundreds of cases of measles virus infection.
Snyder Tr. 940. His laboratory was extensively involved in efforts to isolate measles
virus genomic material from human tissue, giving him an expertise in PCR technology
and testing as well. Cedillo Tr. at 1848-53A.

| found Dr. Ward to be an eminently qualified expert witness, who offered clear,
concise, and highly probative testimony.

¥ p. Griffin, Chapter 44, Measles Virus, found in D. Knipe and P. Howley (Eds.), FIELDS

VIROLOGY, Vol 1: 1401-41, Lippincott Williams & Wilkins, Philadelphia (2001), filed as Cedillo Res. Ex. R,
Tab 18. A 1996 version of this chapter was filed as Cedillo Pet. Ex. 61, Tab DD. During the Snyder
hearing, it was clear that Dr. Kennedy’s testimony and expert report drew heavily on Dr. Griffin’s measles
chapter in the 1996 version of this book. See Snyder Tr. at 1000-04A.

% His expert reports were filed as Cedillo Res. Ex. BB and Snyder Res. Exs. K, M, and O. His CV
was filed as Cedillo Res. Exs. | and C and Snyder Res. Ex. L. The slides he used to illustrate his
testimony were filed as Cedillo Res. Tr. Ex. 12. Doctor Ward graduated from medical school in Canada,
completed a residency in internal medicine and infectious diseases at Johns Hopkins, and a Canadian
residency in microbiology. He is board certified in internal medicine and infectious diseases in the United
States and in internal medicine and infectiology in Quebec. After serving as the chief of the Infectious
Disease department at McGill University, he returned to research in the Division of Infectious Diseases
there. He also teaches at the graduate and undergraduate level. Snyder Tr. at 940; Cedillo Tr. at 1796A-
98A. He has published articles and book chapters on virology, infectious diseases and vaccines. Snyder
Tr. at 940. The current focus of his research is on viruses and intracellular parasites, including malaria
and leishmania, and immune response to those infections. Cedillo Tr. at 1798A. He testified as an expert
witness on three prior occasions, one involving civil litigation, one involving Quebec’s version of the
Vaccine Program, and in one Vaccine Act case. Cedillo Tr. at 1798A-99.
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d. Doctor (Ph.D.) Bertus Rima.

Doctor Rima’s primary focus in research over the last 33 years has been the
paramyxoviruses and, in particular, the measles virus.** After working on cloning and
sequencing the measles virus, he is now focused primarily on the pathogenesis of the
virus. His list of publications includes more than 100 articles on the measles virus and
approximately 20 book chapters (including those on mumps). He has lectured on
measles as an invited speaker, and has been a part of several World Health
Organization [“WHQ”] groups evaluating measles vaccines and vaccination programs.
Snyder Tr. at 826A-27A.

For a period of about five years, Dr. Rima was one of the defense experts in the
U.K. MMR litigation. His report was filed in two parts, with the first a general description
of measles virus and virology, and the second an evaluation of the claims for the
presence of measles virus in the tissue of various claimants in the litigation. His work
also involved explaining measles virology to the legal teams. His appearance in the
Snyder hearing was the first time he had testified in court. Snyder Tr. at 828A-830A.

Doctor Rima was a superb expert witness. He was well-qualified in the subject
matter of his testimony, testified directly and forthrightly, and made extremely difficult
topics understandable. He made his disapproval of certain laboratory practices
perfectly plain, without engaging in ad hominem attacks.

2. Neurologists and Psychiatrists.

All of the experts who testified about matters pertaining to neurology were well-
qualified in terms of academic qualifications, professional certifications, training, and
general experience. However, in terms of experience in the pathogenesis, diagnosis,
and treatment of autism, respondent’s experts had greater qualifications. In contrast to
petitioners’ experts, Drs. Kinsbourne and Corbier, respondent’s experts, Drs.
Fombonne, Rust, Wiznitzer, and Cook, had far more experience in treating children with
ASD and much more extensive research experience in and publications concerning
ASD.

a. Doctor Marcel Kinsbourne.

% Doctor Rima’s expert reports were filed as Snyder Res. Exs. S and V. His CV appears at
Snyder Res. Ex. W. He has a Ph.D. in bacterial genetics and did his post-doctoral work on the measles
virus. He is currently the head of the school of Biomedical Sciences at Queens University, Belfast. In
addition to his administrative responsibilities, he teaches at the undergraduate through postgraduate
levels. He peer reviews scientific journal articles (approximately 50 per year) and is on the editorial board
of several scientific journals. He has reviewed grant proposals in the past, but is not currently sitting on
any grant panels. Snyder Tr. at 824A-28. His research has also included work on canine distemper and
mumps virus.
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Doctor Marcel Kinsbourne is a highly qualified pediatric neurologist, although he
is board certified only in pediatrics, having begun practice as a pediatric neurologist
before it was recognized as a subspecialty.*’ Cedillo Tr. at 1037A-38. He has written
chapters for medical textbooks, including one on disorders of mental development in a
prominent textbook on child neurology. He has published over 400 articles on a variety
of subjects, including five or six on various aspects of autism. He has conducted no
research into autism’s causes or treatment. He has not seen, diagnosed, or treated a
child with autism for more than 17 years.

He served as one of the claimants’ expert witnesses in the U.K. MMR-autism
litigation for about four years, reviewing expert reports, scientific articles, medical
records, and making numerous trips to London to meet with other experts. Cedillo Tr.
at 1102-07.

Doctor Kinsbourne was the pivotal petitioners’ withess on causation in both
Cedillo and Snyder, providing the theories upon which the causation cases were based.
In some measure, his testimony that measles virus caused some cases of autism
reflected one of the concerns about expert testimony reliability discussed in Kumho
Tire. In what has become known as “the same intellectual rigor” test, the Supreme
Court stated that a judge is obligated to ensure that the testimony of experts reflects
“the same level of intellectual rigor that characterizes the practice of an expert in the
relevant field.” Kumho Tire, 526 U.S. at 152. In a book chapter he authored, filed as
Cedillo Pet. Ex. 61, Tab PP,** Dr. Kinsbourne included a chart on the causes of autism.
In his testimony in Cedillo, he used the same chart, but with one addition; he included
measles as a cause. Cedillo Tr. at 1169-70. A fair assessment of this change is that
Dr. Kinsbourne was unwilling to say measles was a cause of autism in a publication for

*! Doctor Kinsbourne’s expert reports were filed as Cedillo Pet. Ex. 61 and Snyder Pet. Exs. 29
and 215. His CV was filed as Cedillo Pet. Ex. 62. He received his medical degree from Oxford University
Medical School and did 11 years of post-graduate training in pediatrics and neurology. He began teaching
at Oxford University in experimental psychology, and subsequently taught pediatric neurology at Duke
University Medical Center, where he also served as chief of the division of pediatric neurology. After
seven years at Duke, he moved to the University of Toronto, where he served as a professor of Pediatrics
for six years. He turned then to full-time research at the Eunice Kennedy Shriver Center, where he served
as chief of the Division of Behavioral Neurology and where he obtained numerous grants from NIH and
other agencies. His work there focused on children with attention deficit hyperactivity disorder and similar
conditions. Cedillo Tr. at 1028A-30A. He significantly reduced his clinical practice in 1991 and since then
has seen patients only occasionally. He was the first to describe an immune-mediated neurological
disorder sometimes called Kinsbourne Syndrome. Since 1995, he has been a professor of psychology at
the New School University in New York, where he teaches graduate students. Cedillo Tr. at 1030A-32A.
He is a member of numerous societies and was the president of the International Neuropsychological
Society and the Society for Philosophy and Psychology. He served as policy advisor to the NIH’s Institute
for Communication Disorders. Cedillo Tr. at 1038-40.

42 M. Kinsbourne and F. Wood, Chapter 18, Disorders of Mental Development, pp. 1097-1156,

found in J. Menkes, et al., eds., CHILD NEUROLOGY, 7" Ed. (Lippincott, Williams, and Wilkins: Philadelphia)
(2006).
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his peers, but was willing to do so in a Vaccine Act proceeding.

Another concern is that Dr. Kinsbourne suffers from the stigma attached to a
professional withess—one who derives considerable income from testifying in Vaccine
Act cases. In the 20 years of the Vaccine Program’s existenc